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INFORMATION
CLARITIN®

brand of loratadine

TABLETS, SYRUP, and

RAPIDLY-DISINTEGRATING TABLETS

DESCRIPTION Loratadine is a white to off-white powder not soluble in water, but very soluble in acetone, alcool, and
chloroform, I has 2 moleculr eigh of 38269, and empiricl formul of CyHiCIN:Oy. s chemical rame s ety

4-(8-chloro-5,6-Giydro-11H-benzof? 1,2-b]pyridin-11-ylid and has the
following structural formula:

o_oCiHs
5

CLARITIN Tablets contain 10 mg micronized loratadine, an antihistamine, to be administered orally. It also contains

the follg nzie ngredients: com sach,actos, and magnesiu starte

rup contains 1 mgfmL micronized loratadine, an antinistamine, to be administered orally. It also contains
el 'Dllvwvmg inactive ingredients: citric acid, edetate disodium, artificial flavor, giycerin, propylene glycol, sodium ben-
aoate, g, and water The pH s beueen 25 and 3.1

CLARITIN REDITABS (oratadine epdy-isnegrating tblet)contain 10 mg mictorized loratcine,an antistamine,
to be administered orally. It disintegrates in the mouth within seconds after placement on the tongue, allowing its
{ents 0 be subsequenty swalowed with o wilhout water, CLARITIN REDITABS,(oratain r2picy-dismegrating
tablets) also contain the following inactive ingredients: citrc acid, gelatin, mannitol, and mint flavor.

CLINICAL PHARMACOLOGY Loratadine is a long-acting tricyclic antihistamine with selective peripheral histamine
Hu-receptor antagonistic activity.

Human histamine skin wiheal studies following single and repeated 10 mg oral doses of CLARITIN have shown that the
drug exhibits an antinstaminic effect beginning within 1 to 3 hours, reaching a maximum at 8 to 12 hours, and lasting in
excess of 24 hours. There was o evidence of tolerance to this effect ater 28 days of dosing with CLARITIN.

Whole body autoradiographic studies in rats and monkeys, radiolabeled tissue distribution studies in mice and rats,
and in vivo radioligand studies in mice have shown that neither loratadine or its metabolites readily cross the blood
bran brier. Radilgand bindng studieswih guinea ig pumonary and brai i ecepors icicae ha there s
preferential binding to peripheral versus central nervous system Hy-receptors

Repeted appication of CLARITIN REDITABS ortacine rapld\y Gntegrating tablts) t the hamste cheek pouch
did not cause local iita

Pharmicainelcs, Aboiption Lorataine was apil absorbe ollowing orlacmiisaton of 10 mg abets,once
daily for 10 days to healthy adult volunteers with times to maximum concentration (Tra) of 1.3 hours for lorataine and
25 hours for its major active metabolite, descarboethoxyloratadine. Based on a cross-study comparison of single doses
of loratadine syrup and tablets given to healthy adult volunteers, the plasma concentration profile of descarboethoxy-
Jorataing for te o formlaons i compatale. The of loratadine and are
independent of dose over the dose range of 10 mg to 40 mg and are not altered by the duration of treatment. In a single-
dose study, food increased the systemic bioavailability (AUC) of loratadine and descarboethoxyloratadine by approxi-

405% and 15%, respectively. The time {0 peak plasma congentration (Tr.) of loftadine and

descarboethoxyloratadine was delayed by 1 hour. Peak plasma concentrations (Co,) were not affected by food.
BTN et howet ha CLARITN REBITABS {loraadine rapmy disintegrating tablets) provide plasma
adine and similar to those achieved with CLARITIN Tablets. Following

aamnistration of 10 mg loraatine once daiy for 10 days wih cach dosage form i a randomized Crossover compart
son in 24 normal adult subjects, similar mean exposures (AUC) and peak plasma concentrations (Cya,) of loratadine
were observed. CLARITIN REDITABS (loratadine rapidly-cisintegrating tablets) mean AUC and Ce, Were 11% and 6%
greater than that of the CLARITIN Tablet values, respectively. Descarboethoxyloratadine bioeqivalence was demon-
statd betwee the two formulatons, Afer 10 days of dosing, mean peak plasma concetratons were ataned at
1.3 hours and 2.3 hours (T, for parent and metabolite, respectively

I Sngledose Sty i CLABIIN REDITABS (oratad rapd-isintegrating ables),food increased the AUC of
lrataine by pprosimalely 48% and did ot aprecialy ffec the ALC of tescatbosthoaratadne. Tre tmes (o pesk
plasma concentration (T, of loratadine and descarboethoxyloratadine were delayed by approximately 2.4 and 3.7
fours,fespctvel, e food wes consumed prir o CLARITN REDITABS (oratadie rpidy-cisinegrating abes)
administration. Parent and metabolite peak concentrations (Ce) Wi

In a single-dose study with CLARITIN REDITABS (loratadine vap\dly disintegrating tablets) in 24 subjects, the AUC of
loratadine was increased by 26% when administered without water compared to administration with Water, while e
was not substantially affected. The bioavailabilty of descarboethoxyloratadine was not different when administered with-
out water.

Metabolism: In vitro studies with human liver microsomes indicate that loratadine is metabolized to descarboethoxy-
loratadine predominantly by cytochrome P450 3A4 (CYP3A4) and, to a lesser extent, by cytochrome P450 2D6
(CYP2D). Inth presce of  CYPA intiitor ketosoazole, oratdine s meabolzed o cescarboctionortaine

of loratadine with either ketoconazole, erythromycin (both CYP3,
inhibitors), or cimetidine (cwzns "and CrP3Ad {witr) o healhy volunters wes associated with substantially
increased plasma f loratadine (see Drug Interacti

Ehmination: Approximaely 803 f te fota oatatine Gose it ca be found equally distributed between
wrine and fces i he form of mtabolic products within 10 days. I neary al patents, sxposure (AUC)to he metabo.
lte is greater than to the parent loratadine. The mean elimination half-lves in normal adult subjects (n = 54) were 8.4
hours (range = 3 to 20 hours) for loratadine and 28 hours (range = 8.8 to 92 hours) for descarboethoxyloratadine.
Loratadine and descarboethoxylorataine reached steady-state in most patients by approximately the fifth dosing day.
There was considerale variaify i the phermcakinei dta i all stdiesof CLARITIN Tablts and Syrup probably
due to the extensive first-pass metabolist

porinl Poputaions. Cediine: Toe pharmacokinetic proffle oflratatine in hidre it th 6- 0 12.yea age group
is similar to that of aduits. I a single-dose pharmacokinetic study of 13 pediatric volunteers (aged 8 to 12 years) given

mL of CLARITIN Syrup containing 10 mg loratadine, the ranges of individual subject values of pharmacokinetic para-
meters (AUC and Ca,) were comparable to those following administration of a 10 my tablet or syrup to adult volunteers

The pharmacokinetic profile of loratadine in children in the 2 to 5-year age group (n = 18) is similar o that of adults. In
a single-dose pharmacokinetic study of pediatric subjects (age 2 to 5 years) given 5 mL of CLARITIN Syrup containing
5 mg loratadine, the range of individual subject values of pharmacokinetic parameters (AUC and Cps,) Were comparable
tothose following administration of a 10 mg tablet or syrup to adult volunteers or children eight years of age and older.

Geriatric: In a study involving 12 healthy geriatric Subjects (66 to 78 years old), the AUC and peak plasma levels
(o) of both lorataiine and descarboethoxylorataine wiere approximately 5096 greater than those observed in studies
of ounge subject, The mean eiminatonhalfves fo he gerai Sbject Were 18 hours (ange = 6.7 1037 hurs)
folratzcine and 175 hours (ange = 11 0 38 hour) for descarmosthogoratzine,

Renal impafment n sty inohing 12 subectswith chronc el mpaiment (creatinie cearance < 30 mLimin)
both AUC and Crs, increased by approximately 739 for loratadine and by 120% for descarboethoxyloratadine, as compared
10 siX subjects with normal renal function (creatinine clearance > 80 mLimin). The mean elimination half-ives of loratadine
(1.6 hous) o desamoethaoraladine (239 o) vete ot substantaly it fom tat absried i toml sub-
jects. Hemoialysis does not have an effect on of loratadine or
with chronic renal impairment.

Hepatic Impairment: In seven patients with chronic alcoholic liver disease, the AUC and o of loratadine were dou-
ble while the profile of was not substantially different from that observed in
other trals enrolling normal subjects. The elimination half-ives for loratadine and descarboethoxyloratadine were 24

and 37 hours, respectively, and increased with increasing severit of iver disease.

Clinical Trials: Clinical trals'of CLARITIN Tablets involved over 10,700 patients, 12 years of age and older, wh
received either CLARITIN Tablets or another antihistamine and/or placebo in double-blind randomized controlled stdies.
In placebo-controlled trials, 10 mg once daily of CLARITIN Tablets wes superior to placebo and similar to clemastine

(1 mg BID) or terfenadine (60 mg BID) in effects on nasal and non-nasal symptoms of allergic rhinits. In these stuies,
Somnolence occurred less frequently with CLARITIN Tablets than with clemastine and at about the same frequency as
terfenaine or placebo. In studies with CLARITIN Tablets at doses two to four times higher than the recommended dose

0 mg, a dose-related increase in the incidence of somnolence was observed. Therefore, some patients, particularly
those with hepatic or renal impairment and the elderly, or those on medications that impair clearance of loratadine and
its metabolites, may experience somnolence. In adtion, three placebo-controlled, double-blind, 2-week trials in 188
pediatric patients with seasonal allergic rhinits aged 6 to 12 years, were conducted at doses of CLARITIN Syrup up to

mg once daily. In a double-blind, placebo-controlled Study, the safety of 5 mg loratadine, administered in
5mLof CLARmN Syrup, was evaluated in 60 pediatric patients between 2 and 5 years of age. No unexpected adverse
events were observe

Clinical trals of CLARITIN REDITABS (loratadine rapidly-disintegrating tablets) involved over 1300 patients who
received either CLARITIN REDITABS (loratadine rapidly-disintegrating tablets), CLARITIN Tablets, or placebo. In placebo-
controlled trials, one CLARITIN REDITABS (loratadine rapidly-Gisintegrating tablets) once daily was superior to placebo
and similar to CLARITIN Tablets in effects on nasal and non-nasal symptoms of seasonal allergi rhinits.

Among those patients involved in double-blind, randomized, controlled studies of CLARITIN Tablets, approximately
1000 patients (age 12 and older), were enrolled in tudies of chronic idiopathic urticaria. In placebo-controlled ciinical
trials, CLARITIN Tablets 10 mg once daily were superior to placeba in the management of chronic idiopathic urticaria, as
demonstrted by educton of associted fhing, enyhema, and ives. In thes studie, h icidence of somnolence
et with CLARITIN Tabets was imiar o thtseen wih

Sty nwhich CLARITIN Tables were acminister { aduls at four times the clincaldose fo 90 days, no clir-
cany significant increase in the QT was seen on ECGs.

n a single-rising dose study in which doses up to 160 mg (16 times the clnical dose) were studied, loratadine did not
cause any clinically significant changes on the QT, interval in the ECGs:

INDICATIONS AND USAGE CLARITIN is indicated for the relief of nasal and non-nasal symptoms of seasonal allergic
shinitis and for the treatment of chronic idiopathic urticaria in patients 2 years of age or older.
TIONS CLARITINis in patients who are to this medication o to any of its

ingredients.
PRECAUTIONS _ General: Patients with liver impairment or renal insuffiiency (GFR < 30 mLimin) should be given a
Tower iniialdose (10 mg every other day). (See CLINICAL PHARMACOLOGY: Special Populations.

Drug Interactions: Loratadine (10 mg once daily) has been coadministered with therapeutic doses of erythromycin,
cimetidine, and ketoconazole in controlled clinical pharmacology studies in adult volunteers. Although increased plasma
concentrations (AUC 0-24 frs) of loratadine andior descarboethoxyloratadine were observed following coadministration
of loratadine with each of these drugs in normal volunteers (n = 24 in each study), there were no cinically relevant
chenges nth sfety prfie oforatadine, o asessed by decrocardograic parametes, il abratrytests, il
signs, and adverse events. There were no significant effects on QT intervals, and no reports of sedation or syncope. N
effects on plasma concentrations of cimetidine or ketoconazole were observed. Plasma concentrations (AUC 0-24 hrs) of
erythromycin decreased 1% with coadministration of loratadine relative to that observed with erythromycin alone. The
clinical elevance of this difference is unknown. These above findings are summarized in the following table

Effects on Plasma Ct (AUC 0-24 hrs) of Loratadine and
After 10 Days of Coadministration (Loratadine 10 mg) in Normal Volunteers
Loratadine scarboethowyloratadine
Erythromycin (5m n Q8h)
Cimetidine (300 mg QID) +103% + 6%
Ketoconazoe (200 g Q121) +307% +73%

There does not appear to be an increase in adverse events in subjects who received oral contraceptives and loratadine.
Carcnogenesis, hagenesi, and Impairment of Fertiy: i an 18-month crcinogeniiy suy n mice and &
yer study i ats oratadine via administered i the dit at doses up t 40 kg (mce) and 25 mgl (). n the

carcinogenicity studies, pharmacokinetic assessmems were carried out to delermme animal exposure to the dru

data demonstrated that the exposure of mice given 40 mg/kg of loratadine was 3.6 (loratadine) and 18 (descarhuemuxy»
loratadine) times the exposure in adults and 5 (loratadine) and 20 (descarboethoxyloratadine) times the exposure in
children given the maximum recommended daily oral dose. Exposure of rats given 25 mglkg of loratadine was
28 (loratadine) and 67 (descarboethoxyloratadine) times the exposure in adults and 40 (loratadine) and 80 (descar-
boethoxyloratadine) times the exposure i children given the maximum recommended daily oral dose. Male mice given
40 mo/kg had a significantly higher incidence of hepatocelular tumors (combined adenomas and carcinomas) than
concurrent controls. I rats, a significantly higher incidence of hepatocellular tumors (combined adenomas and carcino-
mas) was observed in males given 10 mg/ky, and males and females given 25 mg/kg. Exposure of rats given 10 mglkg
of loratadine was 10 (loratadine) and 15 (descarboethoxylorataine) times the exposure in adults and 15 (loratadine) and
20 (descarboethoxyloratadine) times the exposure in children given the maximum recommended daily oral dose. The
clinical significance of these findings during long-term use of CLARITIN s not known.

In mutagenicity studies, there was no evidence of mutagenic potential in reverse (Ames) or forward point mutation
(CHO-HGPRYT) assays, or in the assay for DNA damage (7at primary hepatocyte unscheduled DNA assay) or in two
assays for chromosomal aberrations (human peripheral blood Iymphocyte clastogenesis assay and the mouse bone mar-

w erythrocyte micronucleus assay). In the mouse lymphom assay, a positive finding occurred in the nonactivated but
not the activated phase of the stut

Decreased fertilty in male rats, shown by lower female conception rates, occurred at an oral dose of 64 mg/kg
(@pproximately 50 times the maximum recommended human daily oral dose on a mg/m? basis) and was reversible with
cessation of dosing. Loratadine had no effect on male or female fertiity or reproduction in the rat at an oral dose of
approximately 24 mg/kg (approximately 20 times the maximum recommended human daily oral dose on a mg/m? basis).



Pregnancy Category B: There was no evidence of animal teratogenicity in studies performed in rats and rabbits at oral
doses Up t0 9 my (pprostely 75 imes and 150 imes, resectvely, the maximum recommended Human Gy
oral dose on a mg/m? basis). There are, however, no adequate and well-controlled studies in pregnant women. Because
animal reproduction studies are not always predictive of human response, CLARITIN should be used during pregnancy
only if clearly needed.
ursing Mothers: Loratadine and its metabolite, descarboethoxyloratadine, pass ezsily into breast milk and achieve

concentrations that are equivalent to plasma levels with an AUCiy/AUCeens ratio of 1.17 and 0.85 for loratadine and
descarbocthoxyloratadine, respectively. Following a single oral dose of 40 g, a small amount of loratadine and descar-
boethoryloratadine was excreted into the breast milk (approximately 0.03% of 40 mg over 48 hours). A decision should
be made whether to discontinue nursing or to discontinue the drug, taking into account the importance of the drug to the
mother. Caution should be exercised when CLARITIN is administered to & nursing woman.

Pediatric Use: The safety of CLARITIN Syrup at a daily dose of 10 mg has been demonstrated in 188 pediatric patients
10 12 years ofage n placsbo-canrolled 2-veek il The ety and oerabilty of CLARITI Syup at iy dose of

5 mg has been demonstrated in 60 pediatric patients 2 to 5 years of age in a double-blind, placebo-
controled, 2-week study. The effectiveness of CLARITIN for the treatment of seasonal allergic rhinitis and chronic
idiopathic urtcaria in children aged 2 to 12 years is based on an extrapolation of the demonstrated effcacy of CLARITIN in
adults in these conditions and the lielinood that the disease course, pathophysiology, and the drug’ effect are substan-
tially similar o that of the adults. The recommended dose for the pediatric population is based on cross-Study comparison
of the pharmacokinetics of CLARITIN in adlts and pediatric subjects and on the safety profile of loratadine in both adults
and pediatric patients at doses equa to or higher than the recommended doses. The safety and effectiveness of CLARITIN
in children under 2 years of age have not been established.
ADVERSE REACTIONS  CLARITIN Tablets: Approximately 90,000 patients, aged 12 and older, received CLARITIN
Tablets 10 mg once daily in controlled and uncontrolled stues. Placebo-controlled ciinica trials at the recommended
dose of 10 mg once a day varied from 2 weeks’ to 6 months’ duration. The rate of premature withdrawal from these rizls
was approximately 2% in both the treated and placebo groups.

REPORTED ADVERSE EVENTS WITH AN INCIDENCE OF MORE THAN 2% IN PLACEBO-CONTROLLED
ALLERGIC RHINITIS CLINICAL TRIALS IN PATIENTS 12 YEARS OF AGE AND OLDER
PERCENT OF PATIENTS REPORTING

LORATADINE PLACEBO CLEMASTINE TERFENADINE
10mg QD 1mgBID 60 mg BID
n=1926 n=2545 n=536 n=684

Headache 12 ) 8
Somnolence 8 6 2
Fatique 4 3
Dry Mouth 3 2

Advers event feported npacebo-controlled chori dopathic urticara s were st o those epored i ler
gic rhinitis studies.
erse event rates did ot appear o difer sigificantly based on age, sex, o rec,although th number of nonuite

subjects was relatively small

CLARITIN REDITABS (loratadine rapidl ablets) 0 patients received
CLARITIN REDITABS (loratadine rapidly- mslnlegvanng lalﬂels) R kanbated i s 1wt duraton. I these
studies, adverse events were similar in type and frequency to those seen with CLARITIN Tablets and

Administration of CLARITIN REDITABS oratacin rapil-disintegrating talets) did ot resutnan Moreased report-
mg |requenc'y ‘of mouth or tongue irritation.

IN Syrup: Approsimately 300 peciatric patients 6 to 12 years of age received 10 mg loratadine once daiy in
contolta Sinea i iocs fpeiodof 0 15 days. Among these, 185 cidre were ested wih 10 mg lrataine syrup
once daily in placebo-controlled trials. Adverse events in these pediatric patients were observed to occur with type and
frequency similar to those seen in the adult population. The rate of premature discontinuance due to adverse events
among pediatrc patients receiving loratadine 10 mg daily was less than 1%

ADVERSE EVENTS OCCURRING WITH A FREQUENCY OF > 296 IN LORATADINE SYRUP-TREATED PATIENTS (6 T0 12
YEARS OLD) IN PLACEBO-CONTROLLED TRIALS, AND MORE FREQUENTLY THAN IN THE PLACEBO GROUP.
PERCENT OF PATIENTS REPORTING

LORATADINE PLACEBO CHLORPHENIRAMINE
10mg QD 2-4mg BIDTID
n=183 n=262 =170
Nervousness ) 2 2
Wheezing 4 2 5
3 2 5
Hyperkinesia 3 1 1
Abdominal Pain 2 0 0
Conjunctivitis 2 < 1
Dysphonia 2 < 0
Malaise 2 0 1
UpperRespiratory
vacl nfection 2 < 0

pediatric patients 2 10 5 years of age received 5 mg loratadine once daily in a double-blind, placebo-controlled
il s period of 14 days. No unexpected adverse events were seen given the known safety profil of loratadine
ikely adverse reactions for this patient population. The following adverse events occurred with a frequency of

percent n the loratadine syrup-treated patients (2 to 5 years old) during the placebo-controlled trial, and more frequently
than in the placebo group: diarrhea, epistaxis, pharyngits, influenza-like symptoms, fatigue, stomatits, tooth disorder,
earache, viral infection, and rash.

Inaifion 1o hose aderseeents rporedsbove (2 2%) the ol have been reported in at least
one patient in CLARITIN clinical tials in adult and pediatic pati

Autonomic Nervous System: altered lacrimation, altered avation, flushing, hypoesthesia, impotence, increased
sweating, thirst.

Body as a Whole: angioneurotic edema, asthenia, back pain, blurred vision, chest pain, earache, eye pain, fever, leg
cramps, malaise, rigors, tinitus, weight gain

diovascular System: hypertension, hypotension, palpitations, supraventricular tachyarrhythmias, syncope, tachy-

cardia.

Cenral and Perpheal Nervous Sysem: blepharospasm, dizines, 0ysphori, hypertnia, migrin, presfesis,
tremor, verti

Gaslromleslma\ System: altered taste, anorexia, constipation, diarrhea, dyspepsia, flatulence, gastritis, hiccup,
increased appetite, loose stools, nausea, vomiting.

Musculoskeletal System: arthralgia, myalgia.

Psychiatric: agitation, amnesia, anxiety, confusion, decreased libido, depression, impaired concentration, insomnia,
irritability, paroniria.

Reproductive System: breast pain, dysmenorrhea, menorrhagia, vaginitis

Respwamry System: bronchitis, bronchospasm, coughing, dyspnea, hemoptysis, laryngitis, nasal dryness, sinusits,

S Agpendages: dermatis, cry Ry i, photoseniity eaction, prurits, purpurs, riara
rinary System: altered micturition, rinary incontinence, urinay

I 26cHion, (e folowing SpOTTaNGoUS aherse event ve beon reported rarey Gurng the markeing of loataing:
abnormal hepatic function, including jaundice, hepatits, and hepatic necrosis; alopecia; anaphylaxis; breast enlargement;
erythema multiforme; peripheral edema; thrombocytopenia; and seizures.

DRUG ABUSE AND DEPENDENCE There is no information to indicate that abuse or dependency occurs with CLARITIN.
OVERDOSAGE In adults, somnolence, tachycardia, and headache have been reported with overdoses greater than
10 mg with the Tablet formulation (40 mg-180 mg). Extrapyramidal signs and palpitations have been reported in children
with overdoses of greater than 10 mg of CLARITIN Syrup. In the event of overdosage, general symptomatic and support-
ive measures should be instituted promptly and maintained for as long as necessary.

Treatment of overdosage would reasonably consist of emesis (ipecac syrup), except in patients with impaired
consciousness, followed by the administration of activated charcoal to absorb any remaining drug. If vomiting is unsuc-
cessful, or contraindicated, gastric lavage should be performed with normal saline. Saline cathartics may also be of value
for rapid dilution of bowel contents. Loratadine is not eliminated by hemodialysis. It is not known if loratadine is elimi-
nated by peritoneal dialysis.

No deaths occurred at oral doses up to 5000 mgkg in mice (approximately 1200 and 1400 times, respectively, the
maximum recommended daily oral dose in adults and children on a mgim? basis). No deaths occurred at oral doses up
105000 mg/kg in matured rats (appmx\ma&ely 2400 and 2900 times, respectively, the maximum recommended daily ors
dose in adults and children on a mg/m? basis). However, lethality occurred in juvenile rats at an oral dose of 125 mg/kg
(epprosimately 100 and 70 times, espectively, the maxinum recommended daly oral dose i adls and chicrn on a

mé basi). No deaths occurred at oral doses up to 1280 mylkg in monkeys (approximaely 2100 and 1500 fimes,
Tespectivey, the maximum recommended daiyoral dose i acult and chidren on a i basd).
DOSAGE AND ADMINISTRATION Adults and children 6 years of age and over: The recommended dose of CLARITIN is
one 10 mg bt rredizb r 2 teaspoontu' (10 mo) ofsyup once .

Children 2 to'5 years of age: The recommendied dose of CLARITIN Syrup is 5 mg (1 teaspoonful) once daily.

In adults and children 6 years of age and over with iver failure or renal insufficiency (GFR < 30 mLmin), the starting
dose should be 10 mg (one tablet or two teaspoonils) every other day. In children 2 to 5 years of age vith lver faiure
or renalinsufficiency, the starting dose should be 5 mg (one teaspoonful) every other day.

Administration of CLARITIN REDITABS (loratadine rapidly-disintegrating tablets): Place CLARITIN REDITABS
loratcin rapicydiitgrating abes)on the tongue, Tabltcsintegration occurs rapcly. Administe ith o wihout

HOW suppuzn  CLARITI Tabets: 10 mg it oo compresed e mpresed i e product enfaton

number “458" on one side and “CLARITIN 10" on the other: high bottes of

and 500 (NDC oossusa 0). fso 3 avavlab\e CLARITIN Unitof-Use packages of 30 tablets (L0 tablets per biister carc)
iDC d10x 0085-0458-

Protect Unit- uf USE pac aglng and Unll Dose-} Hnspllal Pack from excessive moisture.

Store between 2° and 30°C (36° and 86°F)

CLARITIN Syrup: Clear, colorless m ngm yellow liquid, containing 1 mg loratadine per mL; amber glass bottles of
16 fluid ounces (NDC 0085-1223-01).

tore between 2° and 25°C (36° and 77°F).

CLARITIN REDITABS (oatacine apilyisintegraing tables): CLARITIN REDITABS (ratadie apdy-disinegrat
ing tablets), 10 mg, white to off-whit biister-formed tablet, impressed with the let on one side; Unit-of-Uss
polyvinyl chloride lister packages 07 30 ablts (three laminatd fol poches, aach cumammg one biste card of
10 mblels) supplied with Patient's Instructions for Use (ND!

p CLARITN REDITABS (ratacine apiy msumegvamg tablets) in adry pla
o0 batween 2+ and 25° (36 and 17°9)" Use within & months of opening Iaminate ol pouch, and immedi-
el upon apening individual tpiet lster,

f Schering Corporation
P Kenilworth, NJ 07033 USA

Rev. 9/00 B-19649873
196284777

CLARITIN REDITABS (loratadine rapidly-disintegrating tablets) are manufactured for Schering Corporation by
Scherer DDS, England

U.S. Patent Nos. 4,282,233 and 4,371,516.

Copyright © 1997, 1998, 1999, 2000, Schering Corporation. Al rights reserved.

CLARITIN®

brand of loratadine

TABLETS, SYRUP, and
RAPIDLY-DISINTEGRATING TABLETS
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NDC 0085-1223-01
16 fl. oz.

Claritin &
(loratadine)syrup
10 mg per 10 mL

Rx only

c’;@ / A=Y

NDC 0085-1223-01
16 fl. oz.

Claritin &

(loratadine)syrup
10 mg per 10 mL

Usual Dose for Adults and Children
6 Years of Age and Older: Two tea-
spoonfuls (10 mL) once daily. Children
2 to 5 Years of Age: One teaspoonful
(5 mL) once daily. See package insert.
Each teaspoonful (5 mL) contains:

5 mg loratadine.

Read accompanying directions carefully.
Store between 2° and 25°C

(36° and 77°F).
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